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DETAILED ACTION 

Election/Restrictions 

Applicant's election without traverse of claims 9-12 in the reply filed on 1 1/8/07 is 
acknowledged. 

Claims 1-8 and 13-22 are withdrawn from further consideration pursuant to 37 CFR 
1.142(b) as being drawn to a nonelected invention, there being no allowable generic or linking 
claim. Election was made without traverse in the reply filed on 1 1/8/07. 

Claim Rejections - 35 USC § 112 

The following is a quotation of the first paragraph of 35 U.S.C. 1 12: 

The specification shall contain a written description of the invention, and of the manner and process of making 
and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the art to which it 
pertains, or with which it is most nearly connected, to make and use the same and shall set forth the best mode 
contemplated by the inventor of carrying out his invention. 

Claims 9-12 are rejected under 35 U.S.C. 1 12, first paragraph, as failing to comply with 
the enablement requirement. The claim(s) contains subject matter which was not described in 
the specification in such a way as to enable one skilled in the art to which it pertains, or with 
which it is most nearly connected, to make and/or use the invention. 

Claim 9 is directed to a screening method for an antidiabetic where the final step is 
detecting the interaction between the candidate substance and the protein of SEQ ID NO: 2 or a 
sequenced derived therefrom. However, detection of an interaction does not necessarily identify 
the compound as an antidiabetic. The claims do not require that any antidiabetic properties of 
any compound identified be determined. It is noted that piglitazone was already known and 
characterized as an antidiabetic. It's interaction with SEQ ID NO: 2 did not identify or 
characterize these properties. 
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The specification provides no example elucidating the role of SEQ ID NO: 2 in diabetes. 
The specification does not demonstrate that any novel compounds identified as interacting with 
SEQ ID NO: 2 have any antidiabetic properties. It is noted that thiazolidine compounds have 
uses in addition to applications in diabetes. For example, Miller et al. (U.S. Patent No. 
7,307,093) discloses their uses in cancer and Gungor et al. (U.S. Patent No. 7,205,322) discloses 
additional pharmaceutical uses. As such, merely determining an interaction with SEQ ID NO: 2 
would not have been sufficient to draw a conclusion as to any antidiabetic properties. The fact 
that a known antidiabetic agent bound to SEQ ID NO: 2 would not be sufficient evidence for one 
of ordinary skill in the art to assume that any agent that bound to SEQ ID NO: 2 would be an 
antidiabetic. 

Part (b) of claim 9 is directed to a mutated protein. However, the specification does not 
specifically describe nor exemplify any mutated proteins within the scope of the claims that 
interacts with any antidiabetic compound. It is unclear what specific biological activity must be 
retained by the mutated protein. It is unclear what mutated proteins would retain those structural 
features necessary to identify a novel antidiabetic. 

In In re Wands (8 USPQ2d 1400 (CAFC 1988)) the CAFC considered the issue of 
enablement in molecular biology. The CAFC summarized eight factors to be considered in a 
determination of "undue experimentation." These factors include: (a) the quantity of 
experimentation necessary; (b) the amount of direction or guidance presented; (c) the presence or 
absence of working examples; (d) the nature of the invention; (e) the state of the prior art; (f) the 
relative skill of those in the art; (g) the predictability of the art; and (h) the breadth of the claims. 
In the instant application, there are no working examples, there is no specific guidance as to 
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mutated proteins of SEQ ID NO: 2, the prior art does not recognize SEQ ID NO: 2 as being 
involved in diabetes, and the claims are broad. It is not considered to be so predictable that any 
compound that interacted with SEQ ID NO: 2 or a mutated version thereof would possess 
antidiabetic properties. The claims are considered to require undue experimentation to practice. 

The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly claiming the 
subject matter which the applicant regards as his invention. 

Claims 9-12 are rejected under 35 U.S.C. 1 12, second paragraph, as being indefinite for 
failing to particularly point out and distinctly claim the subject matter which applicant regards as 
the invention. 

Claim 9 is directed to a screening method for an antidiabetic where the final step is 
detecting the interaction between the candidate substance and the protein of SEQ ID NO: 2 or a 
sequenced derived therefrom. However, detection of an interaction does not necessarily identify 
the compound as an antidiabetic. These antidiabetic properties are not determined. The claim is 
confusing because the steps of the method do not correspond to the preamble of the method. 

Claim 9, part (b), recites "interacting with the antidiabetic." This is confusing. It appears 
that what may have been intended was the "candidate substance to be screened" as the 
antidiabetic is the compound that is being screened for. Likewise in claim 10 it appears that 
"candidate substance to be screened is a thiazolidine derivative" was intended rather than the 
antidiabetic. 

Claim 1 1 is confusing because it appears to identify a known antidiabetic compound that 
is already known to interact with SEQ ID NO: 2. The method of this claim is not screening or 
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further identifying any compound. This differs from claim 10 which is considered to be directed 
to identifying the class of compounds to screen. 

Claim 12 lacks antecedent basis for "target protein" in claim 9. This claim is further 
confusing as SEQ ID NO: 2 already appears to meet the limitation of a y-tubulin ring complex 
protein. If this limitation was directed to part (b) of claim 9, it is not known what modifications 
to SEQ ID NO: 2 would continue to meet the limitation of a y-tubulin ring complex protein. 
Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Marianne P. Allen whose telephone number is 571-272-0712. 
The examiner can normally be reached on Monday-Friday, 5:30 am - 2:00 pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Manjunath N. Rao can be reached on 571-272-0939. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you would 
like assistance from a USPTO Customer Service Representative or access to the automated 
information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



/Marianne P. Allen/ 
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